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and Regulatory Status 



Summary 

Congress enacted the Dietary Supplement Health and Education Act (DSHEA) 
of 1994. DSHEA addressed supplement definitions, safety, ingredient and nutrition 
labeling, supplement claims, good manufacturing practices, statements of nutritional 
support, new dietary ingredients, created a supplement commission, and established 
an Office of Dietary Supplements at the National Institutes of Health. 

Since DSHEA’ s passage, which changed the safety standard and placed the 
burden of proof for supplement safety on the agency, FDA has issued alerts on 
several supplements to warn consumers of possible safety problems. The agency has 
received hundreds of adverse reports allegedly caused by the use of ephedrine 
alkaloids, although no final action has been taken on regulating this product. The 
Inspector General has issued a report that evaluates and makes recommendations on 
the effectiveness of the supplement adverse event reporting system. 

In January 2000, FDA issued a 10-year strategic plan for regulation of dietary 
supplements, which was a list of issues that the agency plans to address: safety, 
labeling, boundaries among product categories, enforcement, science-based decision- 
making, and stakeholder outreach. In December 2000, FDA announced it had 
contracted with the National Academy of Sciences to study and provide a protocol 
for the agency to use in reviewing supplement safety, as part of the 10-year plan. In 
May 2002, FDA submitted to Congress a report on the cost of implementing the 
strategic plan. 

FDA’s regulation of supplements has been affected by Pearson v. Shalala, a 
lawsuit filed by supplement manufacturers who challenged FDA’s general health 
claims regulation of supplements and decision not to authorize four specific health 
claims. The U.S. Court of Appeals held that the First Amendment does not permit 
the agency to reject health claims that it determines to be potentially misleading, 
unless FDA also reasonably determines that no disclaimer would eliminate the 
potential deception. The court directed the agency to reconsider the four claims, and 
FDA has since allowed two claims with qualifiers. 

The Federal Trade Commission (FTC) issued an advertising guide for the 
supplement industry in 1998. FTC addressed such issues as identifying claims and 
interpreting their meaning, claim substantiation and related issues, to ensure its 
enforcement efforts are as consistent as possible with the provisions of DSHEA and 
its enabling laws. 

On an international level, the U.N.’ s Codex Alimentarius has initiated an effort 
to provide standards and guidelines for vitamin and mineral products, which could 
serve as a blueprint for countries wishing to adopt standards into their own laws. The 
European Commission has proposed a directive for these same products which, if 
adopted by its member countries, would affect supplements sold in those nations. 

Numerous bills addressing dietary supplement regulation have been introduced 
in the 107 th Congress, although no further action has yet been taken on them. 
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Passage of the Dietary Supplements Health and Education Act of 1 994 (DSHEA 

- P.L. 103-417) changed the regulatory framework for dietary supplements in the 
United States. This report reviews the statutory changes that DSHEA contained and 
the status and impact of their implementation by the federal agencies responsible, 
particularly the Food and Drug Administration (FDA), within the Department of 
Health and Human Services. Oversight of this legislation is likely to be an issue for 
the 107 th Congress. 

Background 

Following passage of the Nutrition Labeling and Education Act of 1990 (NLEA 

- P.L. 101-535), the dietary supplement industry had a number of concerns about the 
impact of NLEA implementation on supplement products. NLEA was the 
comprehensive legislation requiring nutrition labeling on most food products, 
including dietary supplements, and allowing nutrient content and health claims to be 
made on food products, if certain relatively strict criteria were met. The law required 
that information on specific nutrients be listed on food labels, regardless of whether 
the nutrients were present. 

While dietary supplements were regulated under the category of food, certain 
NLEA provisions were likely to prove inappropriate or impractical for compliance 
by supplement manufacturers. For example, the nutrition facts panel on the food 
label required the listing of several nutrients rarely present in many supplements, 
such as protein, fat, and carbohydrate, which would appear with zeros as the amount 
contained in the products. This requirement would take up considerable space on the 
relatively small supplement packages. At the same time, many nutrient and herbal 
ingredients that were present would not be allowed to be listed on the nutrition facts 
panel, because they were not on the government’s list of nutrients with recognized 
consumption standards. 

For claims, the strict criteria that the Act specified for either a nutrient content 
or health claim to be made were expected to be virtually impossible for supplement 
manufacturers to meet. Both types of claims required prior authorization by FDA, 
through the use of a petition process, before they were allowed to appear in product 
labeling. A health claim was allowed only if the agency determined that there was 
significant scientific agreement based on the totality of the publicly available 
evidence that a relationship exists between a nutrient and the risk of disease. NLEA 
gave FDA the discretion to determine whether supplements should make health 
claims under the same standard and procedure as conventional foods. The agency 
determined that the same standard and procedure for making health claims should be 
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followed by both supplements and conventional foods, in part because many 
substances for which claims would be made (i.e., vitamin C or calcium) were 
contained in both types of products. However, there is a dearth of peer-reviewed 
literature on the relationship between most supplement ingredients and health 
conditions that might be used to support health claims. 

Finally, NLEA listed 10 nutrient and disease relationships that FDA was to 
review for possible authorization as health claims. Prior to passage of the Act, FDA 
had proposed regulations for six of the 10 relationships listed in the Act for review. 
The additional four relationships concerned supplement ingredients (folate, zinc, 
omega-3 fatty acids, and antioxidants), which were added to the Act at the request 
of the supplement industry. When FDA reviewed the 10 relationships, it initially 
authorized six claims and has since authorized a total of 13 health claims for food 
products. The agency initially did not authorize the four claims that were specific to 
dietary supplements. Since then, the health claim for folate has been authorized, 
along with a fortification requirement for folate in certain foods. The other three 
claims continue to be reviewed by the agency (see discussion of the Pearson case 
below). 

In April 1991, then-FDA Commissioner Kessler convened an FDA Dietary 
Supplement Task Force to examine the issues regarding dietary supplements and 
develop a regulatory framework for these products that would best serve the public 
health. The Task Force was established following FDA’s ban of the amino acid L- 
Tryptophan, after nearly 1500 cases of illness and 39 deaths were allegedly caused 
by use of this supplement product. 1 The Task Force considered such issues as how 
to ensure the safety of supplements, limit the potential for fraud, and ensure that the 
marketing of supplements did not act as a disincentive for drug development. 

In its final 1992 report to the Commissioner, the Task Force concluded that 
safety should be the overriding concern for FDA in developing a regulatory 
framework for this class of products. 2 Specific recommendations included regulatory 
changes for vitamin and minerals, amino acids and other products regulated as 
supplements, and a number of cross-cutting issues such as: good manufacturing 
practices, purity and identity, bioavailability, a consumer education program, a 
compliance program for FDA district offices, compliance with all NLEA provisions, 
partnerships with nongovernmental experts on scientific issues, an adverse event 
reaction reporting system, action against misleading product names that implied 
therapeutic properties, compliance with tamper-resistant and child-proof packaging, 
coordination with the Federal Trade Commission, coordination with state agencies 
to regulate supplements, and sharing FDA’s policies with the international 
community. The report and a request for public comment was published in the 



1 CRS Report 91-758, L-Tryptophan— Health Problems, Production and Regulatory Status: 
Proceedings of a CRS Seminar , by Donna V. Porter. (Archived, available upon request to 
CRS) 

2 U.S. Food and Drug Administration. Dietary Supplements Task Force. Final Report, May 
1992. 93 p. 
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Federal Register , 3 as an advanced notice of proposed rulemaking (ANPR). The 
supplement industry raised concerns about the notice and the content of the Task 
Force report. 

At that time, the agency viewed supplement ingredients as unapproved and 
present in products that were formulated and used as either drugs or food additives. 
The supplement industry viewed the ingredients in their products as having had a 
long history of use, similar to many food ingredients that were viewed as safe, and 
therefore, not needing the type of safety testing required for food additives and drug 
ingredients. 

Congressional Action Since 1992 

Ultimately the issues of nutrition labeling, claims and safety led to the passage 
of DSHEA. In 1992, Congress passed the Dietary Supplement Act (P.L. 102-571), 
which prohibited the Secretary of the Department of Health and Human Services 
from implementing the provisions of NLEA that affected dietary supplements. The 
only NLEA provision allowed to be implemented for supplements was the one 
concerning authorized health claims. The 1992 Act also required that several reports 
be prepared for Congress in preparation for subsequent legislation. These provisions 
included a report prepared by FDA that reviewed the agency’ s enforcement priorities 
and practices for supplements; 4 a report prepared by the General Accounting Office 
that reviewed the management activities of FDA related to supplements, compared 
to other products regulated by the agency; 5 a report prepared by the Office of 
Technology Assessment that reviewed the relationship between the regulatory 
systems affecting the development and sale of dietary supplements and health 
outcomes (uncompleted); and a report prepared by the Library of Congress that 
reviewed the efforts of industrialized nations to regulate the manufacture and sale of 
supplements and the effect of these regulatory efforts on human health. 6 The 
rationale for these reports was the perception that FDA had taken a disproportionate 
amount of regulatory action against supplements compared to the other products that 
it regulated, and that the regulation of supplements in other industrialized countries 
was a seamless process that provided lessons that Congress might consider for 
adoption. 



3 U.S. Food and Drug Administration. Dietary Supplements. Advance Notice of Proposed 
Rulemaking. Federal Registers. 58, June 18, 1993. p. 33690-33751. 

4 U.S. Food and Drug Administration. Enforcement Report: Statement of the Enforcement 
Priorities and Practices of the Food and Drug Administration Under Section 409 of the 
Federal Food, Drug and Cosmetic Act with Respect to Dietary Supplements of Vitamins, 
Minerals, Herbs and Other Similar Substances. May 12, 1993. 86 p. 

5 U.S. General Accounting Office. FDA Regulation: Compliance by Dietary Supplement 
and Conven tional Food Establishmen ts. Report to Congressional Committees. Washington, 
D.C., June 13, 1994. 16 p. 

6 U.S. Library of Congress. Law Library. LL 94-3. Dietary Supplements. Report for 
Congress, Lebruary 1994. 79 p. 




